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CeliPro. incorporated 
22215 26th Avenue SE 
Bothell. Washington 98021 
(206) 485-7644 
(206) 485-4787 Fax 


Dear Friend, 

In the last few weeks, dozens of national news organizations — newspapers, magazines and 
television programs — have helped tell the story of CellPro's fight to keep a promising new 
therapy on the market and available to victims of breast cancer, leukemia, multiple myeloma 
and other deadly cancers. 

Many stories have focused on my own battle with non-Hodgkin’s lymphoma and treatment with 
the then-experimental CEPRATE®SC System. The story seems to have struck a responsive , 
chord in thousands of cancer patients, their friends and families, who contacted CeliPro to ask 
about the CEPRATE®SC System and the patent fight that threatens to force it from the market. 
Key members of the United States Senate and House of Representatives, as well leaders of 
cancer research organizations and support groups have lent their support as well. 

We cannot begin to express our gratitude to all of them. That we have come this far against 
bigger and much better financed adversaries is a tribute in significant measure to their support 
and encouragement. 

Unfortunately, our fight is not over. The patent dispute has already spanned two trials, and there 
is the prospect of a lengthy appeal. At the same time, CellPro's petition to the US Department 
of Health and Human Services / National Institutes of Health for a government-granted license 
to the technology behind the CEPRATE®SC System is now being considered by NIH Director 
Dr. Harold Varmus. A decision could be made as soon as early August. 

The NTH will consider public opinion on this important public health issue. You can help ensure 
that this promising new device remains available to cancer patients and that important clinical 
research continues uninterrupted with the CEPRATE®SC System. We think the attached 
summary of articles from publications as diverse as PEOPLE and the journal SCIENCE tell a 
compelling story. Consider them, and then please, call your congressman or senator or the 
National Institutes of Health and let them know what you think. Dr. Harold Varmus, the 
Director of the National Institutes of Health, can be reached at (301) 496-2433. And as always, 
thank you for your time, for your support and for your encouragement. 


Sincerely Yours, 

Richard D. Murdock 

President and Chief Executive Officer 

CeliPro, Inc. 



What doctors have said about CEPRATE®SC System * 

"It is my strong opinion that compelling public interests demand the 
continued, and legally unfettered, availability of the CellPro device for both 
experimental and fully-approved therapeutic applications.” 

Cesar O. Freytes, M.D. 

Director of Bone Marrow Transplant Program — Associate Professor of Medicine/Hematology 
University of Texas Health Science Center. San Antonio. TX 

“If for any reason the CellPro TCD device were to become unavailable, this 
study would need to be shut down. If that were to happen, children would die.” 

Andrew M. Yeager, M.D. 

Professor and Director — Bone Marrow Transplant/Leukemia Program 
Department of Medicine. Emory School of Medicine. Atlanta. GA 

“I strongly believe that if the CellPro device were for any reason to become 
unavailable for my use, my research pursuits would suffer a serious setback and 
the interests of my patients would be compromised - fatally, in some cases." 

Richard Burt, M.D. 

Director of Allogeneic Bone Marrow Transplant 
Northwestern Memorial Hospital. Chicago. IL 

“I believe that there is an unquestionable benefit to be derived from keeping the 
CellPro device (as the only FDA-approved device) on the market as its avail- 
ability would spur new and novel treatment procedures.” 

Charles Hesdorffer, M.D. 

Director. Bone Marrow Transplant Program 

College of Physicians and Surgeons of Columbia University. New York. NY 

"Removal of the CEPRATE®SC device would severely limit treatment of can- 
cer patients using high dose chemotherapy.” 

Kenneth Anderson, M.D. 

Physician. Department of Medicine. Division of Medical Oncology. 

Dana Farber Cancer Institute. Boston. MA 

* Excerpted from declarations submitted to the U.S. Department of Health and Human Services in 
connection with the CellPro petition for “march-in" rights. 




K ey members of the United States Senate and 
House of Representatives, as well leaders of 
cancer research organizations and support groups, 
have backed CellPro’s fight to keep its promising 
new therapy on the market and available to victims 
of breast cancer, leukemia, multiple myeloma and 
other deadly diseases. 
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WASHINGTON, O.C. JOStO 

May 16, 1997 


The Honorable Donna E. Shalala 
Secretary 

Department of Health and Human Services 
200 Independence Avenue, SW 
Washington, D.C. 20201 

Dear Madam Secretary: 

We are writing to you on behalf of breast cancer victi ms , 
leukemia patients, multiple myeloma patients and the many others 
across our states and the nation who suffer from cancer. It is 
our understanding that a pivotal new tool in the fight against 
these diseases, and breast cancer in particular, may soon face 
removal from the marketplace. It is also our understanding that 
this product is the only one of its type to be approved by the 
Food and Drug Administration (FDA) . Our purpose in writing to 
you is to enlist your help in ensuring that these victims and 
others who do currently or could potentially benefit from this 
technology have uninterrupted access to it as part of their 
medical options. 

The device in question is the CEPRATE®SC System, used in 
purifying the bone marrow transplantation (BMT) process, and thus 
enabling safe and more effective use of this vital form of cancer 
treatment . 

We are not concerned with the patent dispute that is driving 
the legal action which now threatens the treatment of American 
cancer victims. But, unless a suitable, FDA approved alternative 
is widely accessible, we find it unacceptable that this product's 
availability could somehow be curtailed. 

Under the provision of the Bayh-Dole Act of 1980, the 
Department of Health and Human Services (HHS) was given certain 
override authorities when circumstances such as these arise. 
Specifically, in cases where research, funded by the federal 
government results in patents, the government retains "march- in- 
authority to require licenses to be issued under reasonable terras 
when there is a "compelling public interest." 

Please take this letter as an expression of our view that 
access for cancer patients to the latest in approved medical 
devices certainly qualifies as "compelling." 



The Honorable Donna E. Shalala 
May 16, 1997 
Page Two 


It is our understanding that an alternative product is a 
long way off from receiving FDA approval. If this is indeed the 
case, it would be a horrible injustice to American cancer victims 
and their families if their access to the CEPRATE*SC System was 
denied for a non-medical reason. 

Under Bayh-Dole, you have the power to take immediate action 
to ensure that this product remains available without delays or 
extensions. By doing so, we can save lives, extend the years and 
improve the quality of life for our constituents . 

At the very least, we would hope that you would use the 
power of your office to take advantage of any and all means 
available to bring together all parties so that this essential 
device is allowed to remain available to every cancer victim who 
needs it. It is unfortunate that we find ourselves at this 
terrible impasse, but saving lives must always remain our top 
priority and number one concern. 

We look forward to working with you on this most important 
issue. Please keep us apprised of any developments -- it is of 
critical importance to cancer patients all across our great land. 

Thank you for your time in this undertaking. It is very 
much appreciated. 





Pat Warts 
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Cancer Care. Inc; 


The Honorable Donne E. Shalala 
Secretary 

Department of Health and Human Service* 

200 Independence Avenue S.W. 

Washington. DC 2020 1 

RE: CellPro March in Petition 

Dear Secretary Shakia: 

On behalf of the 30,000 cancer patients who we serve each year, we 
respectfully request that the Dep a rtment cart&Sy consider the above referenced 
petition in light of its immediate implications for thousands of cancer patients in 
the United States. 

As you may know, the petition arises out of a patent dispute cu r re nt ly 
before the United States District Court m Delaware. In 1993, CellPro, Inc. 
obtained a jury vtrdia m its favor m a patent dispute related to an antibody 
used m CellPtO's CEPRATE® SC Stem Cell Con centrati on System. Instead of 
entering the verdict, the judge in the case granted a new trial resulting in a 
determination eariier this week that CellPro must pay damages to the plaintiffs, 
Baxter HealthCare. Beaon Dickinson and Johns Hopkins University CellPro 
has said it will appeal the Court's decision. Notwithstanding that there is no 
comparable FDA - approved alternative to the CeUPro system, the piainriSs 
have said they will ask the Court to prohibit the sale of the system and its 
components throughout the duration of die appeal, something which could take 
years. 


To date, the CEPRATE® SC System has been used on over 5,000 
patients around the world. In approving it for use in the United States, the 
FDA found that the system eliminates many of the side effects associated with 
standard bone marrow transplant anon. As a result, the CEP RATE System 
makes the process of bone marrow transplantation safer and available to a much 
broader range of patients who could potentially benefit from the therapy. 

Without in any way attempting to evaluate or prejudice the merits of the 
appeal, and irrespective of its effects on the company, we beSeve that an 


Congress of tf)e United States 

SHasIjington, 35C 20515 


May 27, 1997 

The Honorable Donna E. Shalala 
Secretary 

Department of Health and Human Services 
200 Independence Avenue SW 
Washington DC 20201 

Dear Secretary Shalala: 

We are writing to you on behalf of breast cancer victims, leukemia patients, multiple 
myeloma patients and the many others across our states and the nation who suffer from cancer. It 
is our understanding that a pivotal new tool in the fight against these diseases, and breast cancer 
in particular, may soon face removal from the marketplace. It is also our understanding that this 
product is the only one of its type to be approved by the Food antfBrug Administration (FDA). 
Our purpose in writing to you is to enlist your help in ensuring that these victims and others who 
do currently or could potentially benefit from this technology have uninterrupted access to it as 
part of their medical options. 

The device in question is die CEPRATE®SC System, used in purifying the bone marrow 
transplantation (BMT) process, and thus enabling safer and more effective use of this vital form of 
cancer treatment. 

We are not concerned with the patent dispute that is driving the legal action which now 
threatens the treatment of American cancer victims. But, unless a suitable FDA approved 
alternative is widely accessible, we find it unacceptable that this product's availability could 
somehow be curtailed. 

Under the provisions of the Bayh-Dole Act of 1980, the Department of Health and Human 
Services (HHS) was given certain override authorities when circumstances such as these arise. 
Specifically, in cases where federally funded research results in patents, the government retains 
“march-in" authority to require licenses to be issued under reasonable terms “to alleviate health or 
safety needs.” 

Please take this letter as an expression of our view that access for cancer patients to the 
latest in approved medical devices certainly qualifies as a compelling “health or safety need." 

It is our understanding that an alternative product is a long way off from receiving FDA 
approval. If this is indeed the case, it would be a horrible injustice to American cancer victims 
and their families if their access to the CEPRATE®SC System were denied for a non-medical 
reason. 
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We look forward to working with you on this most important issue. Please keep us 
appraised of any developments — it is of critical importance to cancer patients all across our great 
land. 


Thank you for your time in this undertaking, it is very much appreciated. 


lym.C 


Rick White 
Member of Congress 


MuyConyers 
Member of Congress < 


(innifer Duirn 
Member of Congress 



Pete Stark 

Member of Congress 



Sander Levin 
Member of Congress 


Ihh McDermott* 
/Member of Congress 


Membewf Congress 


t/u/ fX LoC 


David Price 
Member of Congress 


Dan Burton I 
Member of Congress 


George Rfcthercutt 
Member of Congress 






N ational news organizations reported extensively 
on CellPro CEO Rick Murdock’s own battle with 
non-Hodgkin’s lymphoma and his treatment with the 
then-experimental CEPRATE®SC System. Rick’s story 
struck a responsive chord with thousands of cancer 
patients, their friends and families, who contacted 
CellPro to ask about the CEPRATE®SC System and the 
patent fight that threatens to force it from the market. 



J 

rH 

E Wi 

\LLS1 

[RE] 

ETJ 

1C 

IU 

R] 





Thursday, May 1, 1997 


CEO Owes His Life to His Company’s Technology 


By Bui. Richards 

Staff Rrporfcr o/ Till 1 

Rick Murdock is betting his life on an unproved 
product made by his biotech company. It's possible 
i hat neither the man nor the company will survive. 

A year ago. Mr. Murdock, chief executive officer of 
CeUPro Inc., discovered he had advanced mantle cell 
lymphoma, a rare form of cancer that oncologists re- 
garded as a near-certain death sentence. "There is no 

1 Mgoicim | 

cure we know of." says Oliver Press, a lymphoma 
specialist at the University of Washington Medtcal 
Center in Seattle and one of Mr. Murdock's doctors. 
The life expectancy of someone diagnosed with the 
disease is about 30 months. 

The most unusual aspect of Mr. Murdocks case was 
the one-in-a-million happenstance that CeUPro was 
working on a radical new approach to treating certain 
cancers, including lymphomas. The procedure involves 
purging cancer cells from a patient s blood, then rein- 
fusing healthy stem cells- the basic blood-making cells 
in human bone marrow- into the patient after blasting 
him or her with radiation and chemotherapy. 

The problem: CellPro's therapy was months, if not 
years, away from human trials. Bui with time running 
out and few options. Mr. Murdock chose to become his 
company's human guinea pig. 

Today. Mr. Murdock, who is SO years old. is be- 
lieved to be cancer-free. While a long-term prognosis 
is premature, his condition has become Exhibit No. 1 
in the fight for his company's survival. The stem-cell 
part of the procedure used in his recovery, cleared 
lust December by the Food and Drug Administration, 
is central to a patent-infringement lawsuit brought 
against CeUPro by Baxter International Inc. in federal 
district court in Delaware in 1995. CeUPro, appealing a 
jury verdict last month awarding Baxter damages of 
S2.3 million, says any ruling that it must slop selling the 
procedure would put it out of business. 

The procedure hadn't been tested outside the laboratory 
in CellPro's Bothell. Wash., headquarters when Mr. Mur- 
dock broke the news of his illness to Joseph Tamcwski. Cell- 
iTo's chiel technical officer, and told him he wanted to try it 
himself. "Rick." Mr. Tanwwski blurted, "we're not ready." 

CeUPro did have a cell-separation process on the Euro- 
pean market, but the company's researchers hadn't had 
much success with using the process to purge tumor cells. 
"Some days it worked, some days it didn't." Mr. 
Tarnowski recalls. Mr. Murdock said he understood, but 
there was no time. "Do what you can." he said. 

"Kick needs a lavor." Mr. Tamowskl told Nicole 
Provost, the head of CellPro's purging-research team. 
How soon, Mr. Tarnowski asked, could they have a 
lymphoma purge ready to try? 

Nine months. Ms. Provost estimated. 

Mr. Murdock's cancer was too advanced to wait that 
long. "We need it in eight weeks." Mr. Tarnowski said. 

Suddenly. CellPro's research became "the Rick Pro- 
ject." Each afternoon, when the day's fresh blood sup- 
ply arrived, Ms. Provost's lab got first choice for exper- 
iments. Her three researchers stayed late into the 
night, monitoring the eight-hour-long test purges. 

But the purges weren't working. Test runs pro- 
duced plenty of healthy stem cells, but tumor cells re- 
mained. Ms. Provost and Mr. Tarnowski held off 
telling Mr. Murdock. 



‘People dread turning 50 and 
getting old,’ (tick Murdock sdd 
on the eve of his 50th birthday. 
‘All I can think is, I made it’ 


Early in May. Ms. Provost gathered her team in the 
tiny coffee room across the hail from the purging lab. 
"Guys," she pleaded, "give me input." The little group 
huddled around a table for two hours, throwing out 
ideas. They finally decided to try reversing the 
process, stripping the tumor ceils first, then gathering 
the stem cells-in effect, starting over. 

Ms. Provost's leam broke through In late May. Some 
of the lymphoma purges showed almost no detectable 
levels of tumor cells. At the urging of Mr. Murdock's 
doctors, the FDA granted a "compassionate use ex- 
emption" for CeUPro to test its purge on its CEO. 

In earty June. Ms. Provost sent two of her techni- 
cians to Seattle's Fred Hutchinson Cancer Research 
Center, a pioneer in bone-marrow transplants. Scott 
Rowley, the center's transplant chiel. apologized (or 
the mess -his lab was in the midst of moving- but he 
didn't want to wait. "U looked like a bomb had hit the 
place." Ms. Provost recalls. 

On June 17. with a special drug in his system to 
boost his slem-cell production. Mr. Murdock entered 
the cancer center's fifth-floor outpatient transplant 
■oom. A technician hooked him up to an apheresis ma- 
chine (apheresis. in Greek, means "take away"). In 
hree hours, the machine processes 12 liters of blood, 
lisliiling out a rich pink broth of plasma and concen- 
rated cells. The process was run three times, produc- 
ng three small pouches of the broth. Each pouch con- 
ained billions of stem cells and more billions of 
ymphoma tumor cells: they were sent to Dr. Rowley's 




CellPro Treatment Helps CEO 


Continual from Paye SI 
lab downstairs for cell separation. Mr. 
Murdock would live or die. depending on 
which set of cells made it lack into his 
body. 

Dr. Rowley's team ran the Tint tag 
through CellPro's separation machine. 
The pink plasma drained slowly down a 
tall, clear, plastic column filled with tiny 
beads that looked like BBs. The tumor 
cells, invisible, were genetically pro- 
grammed 10 stick to the beads, like Velcro. 
The purged plasma then went through a 
second column where the stem cells were 
separated in similar fashion. 

A second pouch would be used if the 
first was unsuitable, but the third pouch 
was frozen, unpurged, as a backup: Dr. 
Rowley needed some cells - even contami- 
nated cells - to put back into Mr. Murdock 
after the radiation and chemotherapy or 
he would have no immune system and 
quickly die. 

As it turned out. batch one was still 
contaminated. Some tumor cells had made 
ii past the first column, and the chemical 
reagent that was supposed to bfodt them 
from going any further hadn't been strong 
enough. Ms. Provost, waiting nearby with 
three CellPro researchers, got the bad 
news by phone. "What do we do now?" 
she asked her crew. They debated, then 
reached a consensus: boost the concentra- 
tion of the reagent fivefold. 

Karly the next morning, the remaining 
unfrozen pouch began dripping into the 
cell separation machine in Dr. Rowley's 
lab. The technicians stared at the reddish 
liquid filtering down the first column. It 
took about 10 minutes for the plasma to 
flow through both columns. A laser printer 
whirred out the analysis. Dr. Rowley 
looked at the readout and picked up thie 
phone. '"The pouch is swarming with 
healthy stem cells." he told Dr. Press. 
There was no evidence of any tumor cells 
at all. 

Mr. Murdock was elated. He had 
cleared the first hurdle. And the com- 
pany's purging procedure had worked, at 
least in a one-patient test. But there was 
stiH a big obstacle to be cleared - the radia- 
tion and chemotherapy treatments. Nearly 

of bone-marrow transplant patients die 
during this stage, mostly from infection 
when their body's immune system is im- 
mobilized. 


On Aug. 2. Mr. Murdock entered room 
6313 ai the University of Washington Medi- 
cal Center. A technician wheeled in "Big 
Bertha." a radioactive isotope lined with 6 
inches of lead. Because his mantle ceil 
lymphoma was so treatment-resistant. Mr. 
Murdock was getUng aa extra-heavy radi- 
ation dose. He cracked a joke about glow- 
in-the-dark underwear. The technician 
smiled thinly and Mocked off the door. 

After 12 days of radiation. Mr. Murdock 
began a regimen of chemotherapy, de- 
signed to kill any tumor cells left in his 
bone marrow. The treatments were brutal. 
The patient’s mucous glands, ravaged by 
the drugs, stopped functioning and his 
mouth became an open sore. Pull of mor- 
phine. he barely noticed as the doctors 
pumped the little bag of stem cells into the 
catheter in Ms chest. 

Twice Ms nose started to Meed. More 
ominous, a (ever began building. With no 
Immune system to fight back, that could be 
lethal. His doctors experimented with one 
antibiotic after another, desperately try- 
ing to slow down the fever until the infused 
stem cells took hold. 

As his fever dimbed to KM. Mr. Mur- 
dock, stared in a drugged haxe at a picture 
that Ms wife, Patricia, had hung on the 
wail. It was an angry abstract, slashed 
with dark colors. But in it. Mr. Murdock 
thought he could see beach scenes, then a 
space fantasy, then Bill and Hillary Clin- 
ton at a garden party. 

On the morning of day 10. Dr. Press 
checked Mr. Murdock's white-cell count 
and spotted a flicker of activity. The 
stem ceils had begun growing; Ms immune 
system was kicking in. Almost immedi- 
ately, the (ever dropped and Mr. Mur- 
dock’s white-cell count started to riimb. 

By day 1Z the fever was gone. Mr. 
Murdock hadn't eaten in more than three 
weeks, and Ms weight had fallen from 170 
pounds to 158 pounds. Bui the sores in his 
mouth were healing, and he wanted to go 
home. Dr. Press, amazed at the speed of 
Ms rebound, offered a deal: If Mr. Murdock 
could hold down 1.000 calories, he could 
leave. Mr. Murdock forced down wme 
applesauce and a pair of high-calorie 
drinks; the next day. he went home. 


His recovery remains startling. By last 
Christmas, he could do 50 pushups and was 
working a full schedule. Last month, on the 
eve of his 50th birthday. Mr. Murdock and 
his wife sat in their living room. Dr. Press 
had just finished testing his blood and 
found no sign of tumor cells. “People dread 
turning 50 and gening old." Mr. Murdock 
said. "1 don't. I'm going to be 50 and all I 
can think is. 1 made it." 

Sooner or later just about everyone who 
hears about Rick Murdock's cancer uses 
the same wort - irony. "You've got a guy 1 
who’s head of a company working in that 
field, and to and behold he contracts a 
disease that requires and desires that 
technology." ays Richard MUler. a Stan- 
ford University oncologist and another of 
Mr. Muxdocfc's doctors. "U doesn' t get any 
more ironic than that." 

This week, Mr. Murdock ts lobbying 
federal officials in Washington, asking 
them to use a long-ignored law that per- 
mits the government to "march in" and 
grant CellPro a license for its process on 
the ground it is required "to alleviate 
health or safety needs." To date, the 
company says, some 5.000 people have 
been treated with its procedure. 

Mr. Murdock's recovery won't be 
deemed permanent by his doctors for at 
least three years. Dr. Rowley, the Hutchin- 
son transplant chief, calls Mr. Murdock's 
case “a work in progress." Mr. Murdock 
concurs. His personal story, while rivei- 
ing. is not the crux of his company's case, 
he says. "In this equation." he adds, "my 
survival only equals one." 
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“How many victims of cancer, or their 
families, have thought, if I could just 
order up a cure?” 

- Tom Brokaw 
NBC Nightly News 
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“These kinds of fights between companies make doctors and patients 
very nervous. . . the reality is the technology is a huge step forward. 
And when doctors and patients get caught in the middle, I think it 
makes those of us in the medical community quite uneasy. 

“This is a huge step forward and doctors around the country and in 
Canada, and at various medical centers attest to the fact that they like 
this technique, they like what CellPro has come up with. 

“There’s no doubt in my mind that this technology is saving lives and 
will continue to save lives.” 

- Dr. Nancy Snyderman 
ABC News Medical Correspondent 
Practicing Surgeon and Pediatrician 
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NBC TODAY 



“I think this story illustrates so many of the fundamental 
advances that have been made - understanding that cancer is a 
genetic disease, understanding the role that the immune system 
plays in it” 


- Patrick Boregan, M.D. 

Memorial Sloan-Kettering Cancer Center 
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“As Dr. Nancy Snyderman 
reports, the extraordinary 
efforts to save one patient may 
eventually help thousands of 
people every year.” 

- Sam Donaldson 
PrimeTiME LIVE 



“The bottom line is it makes 
transplantation available to a 
group of patients who do not have 
matched donors available, and 
would otherwise have fatal or 
incurable illnesses.” 

- Dr. Stan Calderwood 
Hospital for Sick Children 
Toronto, Canada 
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FOR IMMEDIATE RELEASE: CONTACT: Chris Staszack 212-736-3865 ‘ 

Lisette McSoud 202-224-6498 
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Friday, May 2, 1997 


D* AMATO URGES SUCCESSFUL CANCER TREATMENT S T AY ON MARCT.T 

Legal Dispute Threatens Availability of Device Which Has Aided Thousands 

NEW YORK — U.S. Senator Alfonse M. D’Amato (R-NY) today announced that he and 
three other Senators are writing Health and Unman Services Secretary (HHS) Donna 
S h alala urging her to take immediate action to prevent a successful cancer treatment k 
device from being removed fr om the market while its manufacturer is involved in a 
patent dispute with another company. 


“We can't sacrifice the health of women to the profits of companies. This device 
has benefited thousands of people, including more than 2,000 breast cancer patients 
nationwide,” said D’ Amato, who was joined by Dr. Charles S. Hesdorffer, Director of 
the Bone Marrow Transplant Unit at Columbia University Hospital. “Cancer patients 
should not be forced to put their treatments or their hopes on hold while the legal process 
runs its course.” 


The device, the CUPRATE SC System, eliminates many of the serious, and 
potentially fetal side effects associated with bone marrow transplants, a vital form of 
cancer treatment. The device's manufacturer. Cell Pro of Washington State, is involved 
in e patent dispute in Delaware Federal District Court with Baxter Health Care. In the 
meantime, Baxter has asked the court to prohibit the sale of the CEPRATE device 
throughout the entire period of the pending court case, which could take years. 


According to D’Amato, because the research behind this device was funded by the 
federal government, the Health and H uman Services Secretary has certain powers that 
can be used to resolve this matter until the court case is settled. Under fee “march- in” 


provisions of the U.S. patent law. Secretary Shalala has fee authority to take over the 
patent for a product whenever life-saving treatment is in jeopardy of being withheld 
from fee public. 


“Access for cancer patients to the latest m approved medical device* certainly 
qualifies as a life-saving treatment,” D’ Amato said. “FDA approval of an alternative 
device could be years away, and given the tremendous benefits of this technology to 
cancer victims, we need action now.” 


Bone marrow transplants provide critically ill cancer patients with fee ability to 
fight cancer using their own immure systems. The CEPRATE device is utitiTcd in a 
procedure which involves purging cells from a patient’s blood, then remfuamg 
healthy cells back into the psnm^ This procedure “scrubs” the infected blood from the 
patient' s blood supply and allows fee human body to begin fee disease-fighting process. 


Joining Senator D* Amato in fee letter to Secretary Shalala were Senators Slade 
Gorton (R-WA), Parry Murray (D-WA), and WeadeE Ford (D-KY). 

# # # 


United States Senate - Washington, P.C. 20510 » (202) 224-6542 

Kt (212) 947.73SC • Albany (SIS) 4724*43 - SvraaM (313) 403471 • ««(«« (714) 233.5366 - SulMo (71«) *4*4111 




®CBS 



“Certainly this device should not be withheld from the 
public. That is the great danger we face today . . . 

•T believe, if the time permitted, virtually every Senator and 
every Member of Congress would ask Secretary (Shalala) to 
step into what could become a matter of life and death.” 

- Alfonse M. D’ Amato 
United States Senator 
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The company had completed clinical 
trials with a process that produces a 
concentrate of stem cells, which cre- 
ate new blood cells, from blood or bone 
marrow. Now. CellPro— and Mur- 
dock — needed a way to cleanse the 
stent cells of cancer cells, so that 
when the stem ceils are reintroduced 
into a cancer patient's body they can 
produce cancer-tree blood. 

For four weeks the Rick Project 
came only tauntingly dose to purging 
the stem cells of cancer. But by now. 
as Murdock says, “it was almost show 
time." The CEO was blasted with 
chemotherapy to knock his blood 
count down to zero, causing his bone 
marrow to pump out cells, including 
extra stem cells. On June 17. doctors 
at Seattle's Fred Hutchinson Cancer 
Research Center extracted three 
small bags of stem cell broth contami- 
nated with tumor cells. 

Then came the crucial procedure to 
purge them. The broth was run 
through a column tilled with tiny 
beads: the stem cells were supposed 
to stick to the beads, while the tumor 
cells passed through. 

Bel cancer cells in the first bag also 
made it through. “That was panic time 
for Nicole and her team," says Mur- 
dock. Believing a chemical reagent had 
been too weak, the researchers made a 
command decision to strengthen it 
fivefold for the second bag. Success! 
Not a single tumor cell could be de- 
tected in the broth. 

On July 26. Murdock re-entered the 
University of Washington Medical 
Center, where he began intense radia- 
tion treatments. For 12 days he lived 
alone in a lead-lined room, taking his 
vital signs and giving himself injec- 
tions. "It was no: a pleasant experi- 
ence." he says. “After the third day 1 
stopped eating. Food tasted terrible.” 


On Aug. 12. following more 
chemotherapy to kill any remaining 
cancer in his body, doctors transplant- 
ed Murdock's cleansed stem cells back 
into him. For 10 days'iiis fever rose 
steadily, peaking at KM. Finally his 
white blood cell count dickered up- 
ward. and the fever began to recede. 
The stem cells were growing: Mur- 
dock's immune system was making a 
comeback. He had pulled through. 

Three weeks after Murdock got out 
of the hospital, a bone marrow biopsy 
confirmed that he was indeed free of 
cancer. This liberating news at once 
sent him on foot to a local creek to see 
salmon on spawning runs. He painted 
the deck of the family's brick and 
cedar house in suburban Woodinville. 
On Nov. 1 he was back working full- 
time at CellPro. “1 needed to get back 
in the groove." he says. "W'e were in a 
big legai battle." 

The latest battle, to add a final 
irony, is over the cell-separation de- 
vice that saved his life. CellPro will 
appeal a court decision this past 
March in Wilmington, Del., that the 
tiny company infringed on a patent 
owned by Baxter International, a gi- 
ant pharmaceutical firm. But Mur- 
dock almost welcomes the legal skir- 
mish. “It's too early to know if I am 
fully recovered," he says, "but the 
worst thing for me would be to sit 
around and contemplate whether I am 
going to relapse. I would rather be in 
the firelight." 

• WlUitMPUMMta 

• CMVinM Dill in Startle 
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< Hie most trau- 
matic thin* about 
ctiemotlierapy, 
*ay* Murdoch (la 
the hospital), was 
“fosiaj my hair." 


The boss had a cancer 
with no known cure 

T anned and fit, rick murdock. 
CEO of a small Seattle-area . 
biotech company, radiates health 
as he strides down the hall of 
the University of Washington Medical 
Center, shaking hands with doctors 
and nurses who greet him as if he 
were a returning war hero — which in a 
way he is. But Murdock is disquieted. 
"It’s a strange feeling 1 get every time 
1 walk in the front door of UW.” he 
says. “There’s a smell that takes me 
back: 'Oh. God. here 1 go again. It's 
starting over.’ ” 

A iittle more than a year ago. Mur- 
dock. 50, discovered that he had an 
advanced case of mantle cell lym- 
phoma, a rare form of cancer with no 
known cure. Doctors gave him 30 
months to live. Murdock, however, 
had a weapon not available to others 
with the disease. At that very mo- 
ment. his medical device company. 
CellPro. happened to be experiment- 
ing with a radical new approach to 
treating lymphomas. 

If any cancer patient can be said to 
be lucky. Rick Murdock was lucky, ex- 
cept for one potentially fatal tlaw: Cell- 
Pro's system, based on a means of 
purging lymphoma cells from blood, 
was still nine months away from com- 
pletion. and Murdock needed it in two 
months. “You've got to be kidding." 
said project head Nicole Provost of the 
new timetable. Incredulity gave way to 
urgency mixed with irony. "We've got 
this guinea pig." Provost recalls think- 
ing. "and he's my bass." 


Murdock had first noticed a swollen 
lymph node in his neck while shaving 
one morning in December 1995. Three 
days later he found a second lump, in 
his groin. “I knew this was serious," 
he says, “and I needed to do something 
about it.” 

Testing positive for non-Hodgkin’s 
lymphoma, he immediately started 
chemotherapy, lost his hair (he had a 
wig made), then, more alarmingly, his 
mustache. “Every time l would look in 
the mirror. I would scare myself to 
death,” he says. But during four 
months of chemotherapy, Murdock 
never missed a day of work. He even 
went East with his wife. Patricia. 50. 
and his son Ben. 19 — the Murdocks 
have another son. Jamie. 21— to look 
at prospective colleges. 

Then, in April, after he had weath- 
ered three sieges of chemotherapy. 
Murdock got a wrenching e-mail from 
Dir. Oliver Press, his lymphoma spe- 
cialist at the University of Washington. 
A.second biopsy had revealed the 
deadly mantle cell type of lymphoma. 
“All of a sudden." Murdock says, “we 
went from something we thought was 
fairly treatable to a particularly viru- 
l#it form of the disease that is not 
very treatable by standard therapy." 

When a fourth cycle of chemother- 
apy proved ineffectual, Murdock 
pnmed his hopes on the still-experi- 
mental CellPro lymphoma purging 
system. The Rick Project team 
abruptly shifted into a 60-hour work- 
week. “I think the group felt we were 
dtsponsible for Rick's life,’ says team 
member Sharon Adams. 



TIME 


paper. Unfortunately, the purging process 
wasn't eliminating all the cancer cells. The 
experiment seemed to be failing. Then, in 
a last-minute brainstorm. Provost's team 
decided to reverse the order: purge the 
cancer firs, then collect the stem cells. 

'It worked.’ said Joe Tamowslo. Cell- 
Pro senior V. P. - Doing the separations lat- 
er gave us a second level of purging.' With 


By His Own Device 

A biotech lab races to perfect a new treatment for 
cancer just in time to save its dying CEO 

ay ELAJNC lAFTOmr supply of stem cells- the body's blood- 

nuking factories— and put them aside for . 

I TS not THAT THE LAB FOUCS AT TINT safekeeping. Then they use powerful doses 
CcUPto. Inc. are uninterested in saving of radiation and chemotherapy to destroy 
lives. It's just that like most biotech re- all the cancer cells m the blood-m the 
searchers, they prefer to toil far away process, destroying the healthy blood ceils 
from the gritty reality of illness and human as wdL Finally, they try to rebuild the 
suffering. So when the CEO of their BolhclL blood supply from scratch by reinfusing 
Wash., company announced a year ago that the patient with the original stem ceils. 


he had dev eloped a deadly lymphatic can* 
cer and that his slim chance for survival 
might rest on their lab results, it was more 


Invariably, however, some c 
cer cells slip in with the stei 
cells. Cell Pro was working on a 


than they'd bargained for. They already procedure that wouid reliably 
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knew their company was fighting for sur- separate cancer cells from 

vival. locked in a legal battle over patents stem cells. If those cancer 

with u competitor. Now they were also sup- ceils could be completely 
posed to save their boss? purged from the blood, the 

Kick Murdock says he did not mean to cancer might not recur. The 
put pressure on his employees, but his life problem was that CcllPro's cxp« 
hung in the balance. At 49. the deceptively iments were still in their infancy-. Said 
tanned and fit executive had just received Nicole Provost, leader of the purging team: 
the kind of diagnosis that is a hypochondn- “1 told them we needed about nine 
jc\ nightmare; a rare case ui advanced months. They told me we had eight weeks, 
mantle-cell lymphoma. Doctors told him Our first reaction was. Oh. man.’ 1 mean, 
the average life expectancy for the disease this was Ricks life!” 
was 30 months, and indeed, his initial Thus began what Provost and her 
round of conventional chemotherapy was three-member team called "the Rick proj- 
unsuccevifuJ. But in a coincidence that w-as ect." Their lives now dictated by pagers 
both ironic and edifying. CcUPto scientists and cell phones, they took turns m the bb. 
were experimenting with a new- way to almost round the clock, running tests over 
boost the success rate of the very operation and over. First die stem cells were coUect- 
rctximmendcd for this type of cancer: <j cd in an elaborate maze of plastic tubing, 
tame -marrow transplant then they were purged of cancer cells— a 

In one form of this procedure, doctors confetti of malignant ceils sticking to 
remove from the patient s bone marrow a columns of coated beads like Hies to fly- 


treatments to the people who need them. It 
may not work, since the law has never been 
invoked, but neither had anyone ever un- 
dergone Murdock's treatment before. .And 
so far the prognosis is good. • 
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“Rarely does one’s life work make the difference between 
life and death. But for Rick Murdock it did. After being 
diagnosed with a rare case of lymphatic cancer it was his 
own biotechnology company, CellPro, that came up with 
the procedure that ultimately looked like it saved his life. 
And one year later, Mr. Murdock is alive and well.” 

- Neil Cavuto 
Fox News 












CeUPro’s 
“project”: 
Rid cancer 
in 8 weeks 

Isolating tumor cells 
cures its own chief 

BTf KEITH E»VW 

Tima Eastside busmas rrporter 
Nicole Provost couM scarcely be- 
lieve what her boss was asking her 
Could the biochemist's research 
team develop a new technique for 
removing cancer cells from blood- 
producing stem cells in eight weeks? 
he wondered. 

"My heart just sank. My head was 
swimming. 1 just thought. 'How are 
we going to do this?' ’’ 

CcllPro’s technical director. Joe 
Tamowski. was asking her to do a job 
that normally would take nine to 1 2 
months. But there was a special 
reason for the urgency: The Bothell 
company's president and chief ex- 
ecutive officer. Rick Murdock, had 
just been diagnosed with roan tie -cell 
lymphoma, a disease that kills most 
of its patients within three years. 

Thus was bom what Provost's 
research team dubbed “the Rick 
Project" - a crash research effort 
aimed at boosting the odds that 
Murdock would emerge cancer-free 
from a stem-cell transplant. 

The researchers found a way to 
separate tumor cells from blood- 
produdng stem cells. And. just three 
months after Murdock lay near death 
on a bed in the University of Wash- 
ington Hospital, he was back at work 
full-time - with no detectable can- 
cer in his blood. 

"I think I feel better than I did 
before. That’s no guarantee that I 
won’t relapse." says the 50-year-old 
president. 

His illness and apparent recovery 
has drawn national attention to CeU- 
Pru and a patent-rights battle it is 
waging with health-care giant Baxter 

Please she CellPro os D J 
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O ther news organizations looked closely at the 
research being done with the CEPRATE0SC 
System to treat AIDS, multiple sclerosis, lupus, 
sickle cell anemia and a host of other diseases. 



Newsweek 


A Deadly Serious Fight 

Lives mav be at stake in this biotech battle 


Tu#r Incapacitated until the had a bane-mamm transplant using disputed technology 

Hy Michael Metkr and company that has accused iu tiny rival 

Tara \VetNCA*TEN of infringing on one of it 5 patents. It wants 

N ancv tclly w as an .smiAcnvK. Cell Pro to yank the therapy off the market 
outcome young woman who or hand over its protits on the treatment, 
worked as on X-ray technician by But doing so would bankrupt the compa- 
day and studied tor her college de- ny. according to Ceil Pro's executives. 
see bv night. Then she was diagnosed stranding thousands ot’ potential patients, 
with multiple wlerosis. .V, the disease That's because only Ceil Pro makes the 
took its courst*. she found herself confined product -and Baxter itself is at least a 
to .1 w hiylehinr. warmly able to speak, year trim receiving regulatory approval 
months ago. -everely incapacttat- 
ullv traveled to Northwestern Um- 
v in Chicago lor a bone-marrow 


t .1 rusty corporate tight. On 
ell Pro ine. .1 small Seattle 
anv that has oven some 
telv ,11 patient, like Tullv a 


The stakes in the controversy are huge. 
Some 25.U00 patients receive bone-mar- 
row transplants each vear tor diseases 
ranging horn AIDS to lymphoma to breast 
cancer .\nd that number is Rowing by SO 
percent annually, as doctors learn more 
about how diseases can be treated with 
aggressive transplant therapy. OUPro's 
product uses a unique technokj^i to re- 
move cancerous cells and to speciiically 
select healthy, inunune-building cells horn 
bone marrow extracted from a patient. 
The marrow- is re-implanted following ra- 
diation and chemotherapy. The process 


such therapy. 'If this technology passes all 
the tests,' says biotech analyst Rich van 
den Broek at Hatnbrecht Sr Quist. 'it could 
become a $100 million business in a very 
short time.' 

Cell Pro won approval of its treatment 
for certain types of cancer from the Food 
and Drug Administration last December. 
Clinical trials tor using the technology 
to treat other diseases am underway at 
scores of medical centers in the United 
States and Europe. Emory University, fori 
example, is us mg it to try to save children 
dying of leukemia; other researchers be- 
lieve it could help bring cures for lupus 
and. as in Tully's case, multiple sclerosis. 
Dr. Kent Holland at Emory calls it 'one of 
the biggest breakthroughs in transplant 
therapy in the last decade.' Four U.S. sen- 
ators and the president of the .American 
. Cancer Society recently encouraged Secre- 
! tarv Donna ShaJala ot' the Department of 
Health and Human Services to force Bax- 
ter to extend a license to Cell Pro in the 
public interest. 

It's unclear which company is in the 
right. Earlier this spring, a federal judge 
ruled that Ceil Pro had knowingly used 
technology patented by Johns Hopkins 
University and licensed by Baxter. Many 
medical researchers, on the other hand, 
disagree with the court's verdict -as did 
the jury in the cose, which the judge 
overruled.) Baxter also accuses Cell Pro 
of using “scare tactics' to try to steal 
the drug company's rights to the treat- 
ment. “Ceil Pro is saving this technology 
won't be available to cancer patients, 
and that's not true.' vavs John Osth. presi- 
dent of Baxter’s immunotherapy division. 
"We're not asking for their product to 
be taken off the market until ours can 
replace it." 

That would be cold comfort for Cell Pro. 
especially if if s forced to yield a big chunk 
of its sales revenues to Baxter. What's 
more. Cell Pro executives argue that allow- 
ing their products to remain on the market 
only until Baxter comes up with its own is 
reaily just a clever wav for the drug com- 
pany to cash in un CellPro's clinical trials 
without incurring any costs. Clearly, both 
sides are playing a savvy game of phar- 
maceutical hardball here, and the outcome 
is anvone s guess. "Well prevail on ap- 
peal." promises CeilPro president Rick 
Murdock, whose commitment to CellPro's 
product is nothing less than messianic. 
And Virull wonder. Diagnosed a year ago 
with a rare type of lymphoma and given 
less than two years to live. Murdock be- 
came CellPro's first human test case. That 
he todav appears to be cancel-free is a 
testament to the human dimension ot' 
what otherwise would be just another 
business squabble. ■ 
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Patent litigation threatens cell-therapy progress 



Knx Wi-a»B /SKATTLK Timix 

Lltiptioa threaten cancer and other research supported by CellPro products. Here Julie Nolan works on 
filling columns of bead gel at the biotech company 's Bothell facility. 

Tiials depend on CellPro product 


Bv Keith E«vln 

Stcttii Tima Emtsidt t busmen reporter 
Nearly three years ago, physi- 
cians at the Emory University School 
of Medicine in Atlanta began testing a 
new therapy in a last-ditch effort to 
save the lives of children suffering 
from acute leukemia. 

Most of the children died, either 
from complications from the stem- 
cell transplant or from a recurrence 
of leukemia. Four of them are alive 
and well, apparently cancer-free. 

Now, after enrolling more chil- 
dren for a follow-up study using an 
improved method for removing in- 
compatible donor cells, researchers 
are worried that a legal dispute be- 
tween competing rival biotechnology 
firms could stop the research. 

The litigation is also taking a 
heavy toll on CellPro. the 8-year-old 


Bothell company 
system - one used to separate 
biood-produdng stem cells from oth- 
er cells, including tumor cells. 

CellPro's Ceprate SC Stem Cell 
Concentration System was approved 
by the Food and Drug Administration 
in December (or use in bone-marrow 
transplants for breast cancer, lym- 
phoma and other cancers. It is also 
under study in hospitals around the 
country for treatment of cancers and 
immune-system disorders such as 


The system uses an antibody 
patented by Johns Hopkins Universi- 
ty to isolate stem cells. 

A federal court jury in Wilming- 
ton. Del., las; month found that Cell- 
Pro had willfully infringed on two 
Johns Hopkins patents. The jury 
ordered the Bothell firm to pay S2 j 


million in damages to Johns Hopkins 
and its licensees, health-care giants 
Becton Dickinson and Baxter Inter- 
national. CellPro stock, once trading 
for more than $30 per share, closed at 
S5.o yesterday. 

A number of cancer researchers 
are worried that clinical trials will be 
halted if CellPro is prevented from 
providing free antibodies. Switching 
research from the CellPro product to 
the competing Baxter product would 
delay research for at least a year, 
according to research administrators 
at Emory and Northwestern univer- 
sities. 

CellPro. claiming the Johns Hop- 
kins patent is invalid, plans to appal 
the ruling. The company has also 
asked the U.S. Department of Health 

Plsa.sc see CellPro us D •< 
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Patent litigation threatens 
CellPro-backed clinical trials 


CeUPro 

CONTINUED FROM D 1 
and Human Services for permission 
to continue selling the product, based 
on a compelling public interest and 
the fact that the research at Johns 
Hopkins was supported with federal 
dollars.: 

The future of CellPro and contin- 
ued research using its products are 
further douded by motions pending 
in U-S. District Court for additional 
damages and for restrictions on 
sales.; Johns Hopkins, Beet on Dickin- 
son and Baxter have asked for treble 
damages of $6.9 million, legal costs of 
$7 million, and a phase-out of sales. 

The phase-out plan would require 
that CeUPro pay royalties of at least 
S2.000 for each use of its product and 
cease providing any products free. 

Deborah Spak. spokeswoman for 
Baxter International, said the phased 
injunction was proposed as a way of 
ensuring that patients’ needs are met 
until Baxter's own stem-cell separa- 
tor receives FDA approval. 

"We would have been well within 
our legal rights to ask for a perma- 
nent injunction immediately,” Spak 
said. "We want to make sure there’s 
a smooth transition to a technology 
that's licensed under the patents. At 
the same time it’s not fair for CellPro 
to reap financial reward from contin- 
ued infringement of those two pat- 
ents." 

But CeUPro President Richard 
Murdock accused Baxter and its part- 
ners of a public-relations ploy, saying 
they "know full well" that his com- 
pany can’t afford to sell its product 
while paying the proposed damages 
and royalties. Murdock claims the 
Baxter-proposed injunction would 
stop clinical trials now underlay. 


Among those studies is a joint 
effort by six hospitals, including the 
Fred Hutchinson Cancer Research 
Center, using CetlPro’s Ceprate SC 
and Ceprate TCD systems to treat 
children for whom no other treat- 
ment is available. The TCD system is 
intended to remove donors’ immune- 
system cells that can cause complica- 
tions after peripheral blood stem-cell 
transplants. 

“It’s unfortunate that these sorts 
of things in corporate America can 
threaten therapeutic dinical trials 
and potentially life-saving ther- 
apies." said Dr. Andrew Yeager, di- 
rector of Emory University's bone- 
marrow transplant programs. 

During an earlier study using only 
Ceprate SC, four of 16 children with 
childhood leukemia recovered from 
the disease after stem-cell trans- 
plants at Emory. The new study is 
intended to improve survival rates by 
removing incompatible immune-sys- 
tem cells from the stem cells of 
"mismatched" donors. 

Also concerned about possible 
effects of the litigation is Dr. Richard 
Burt, director of allogeneic bone- 
marrow transplants at Northwestern 
University outside Chicago. He said 
Ceprate SC has reduced cancer pa- 
tients’ hospital stays after trans- 
plants from four weeks to 11 days. 

Burt also reports “encouraging 
results" in using the antibody to treat 
patients suffering from potentially 
fatal forms of multiple sclerosis, lu- 
pus and rheumatoid arthritis. But 
more studies are needed, he said. 

Biotech stock analysts say Cell- 
Pro is blessed with enough cash 
reserves to continue battling. For 
investors who own CellPro stock, “l 
would recommend that they keep 
holding it." said Ragen MacKenzie 
analyst Andrew Heyward. "But 
we're not buying or selling it.” 
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Cancer Patients in Patent Fight 

By LA URAN NEERGAARD 
Associated Press Writer 
Monday, May 5, 1997 5:56 pm EDT 

WASHINGTON (AP) - Desperate cancer patients including children 
with leukemia are caught in the middle in a fight between a drug giant 
and a biotechnology company over a patent for better bone-marrow 
transplants. 

Doctors for one side say the court fight could kill patients by yanking the 
therapy off the market The other company accuses those doctors of scare 
tactics. Now, some U.S. senators and patient advocates are pushing the 
government to intervene, in a complex battle that illustrates how 
business and medicine often intertwine. 

The case "could be precedent-setting," said Washington patent attorney 
Kate Murashige. "It's a pretty extreme case, where you’ve got a real 
public interest here in people's health." 

CellPro Inc.'s Ceprate system won Food and Ding Administration 
approval in December as the first device to purify the cells vital for a 
bone-marrow transplant to succeed. Purification significantly cuts the 
severe side effects that cancer victims suffer when their bone-marrow 
cells are reinfused after chemotherapy, the FDA said. 

In addition, 60 clinical trials nationwide are testing other life-saving 
uses. They include an Emory University attempt to save children dying 
of leukemia who cannot find matching bone marrow. Another trial 
involves "purging" cancer that lurks in transplant cells, an experiment 
that CellPro's own president believes saved him from otherwise 
untreatable lymphoma. 

The problem: A federal judge this spring ruled that CellPro used 
technology it knew was patented by Johns Hopkins University and 
licensed to Baxter International. 

Now Baxter has asked for an injunction on Ceprate sales. But CellPro 
says that would put it out of business — and consequently take a 
life-saving product off the market. 

' ’We won’t be able to offer treatment to any of these children" if that 
happens, said Emory's Dr. Kent Holland. In a small pilot trial, he found 
the experimental treatment saved about 40 percent of certain leukemic 
children "who have no other therapy that they could even attempt to 
undergo." 

A furious Baxter accuses CellPro of unfairly scaring vulnerable patients. 
Attorney Donald Ware argues Baxter would allow limited Ceprate sales. 




with fair compensation, and continued experimental access to Ceprate 
until Baxter's own cancer treatment wins FDA approval. That could he 
two years away. 

"I'm offended and hurt by the implication that I would be part of 
anything that would hurt a patient," said Dr. Curt Civin, the Johns 
Hopkins pediatric oncologist who patented the technology. 

Nevertheless, CellPro has taken the unprecedented step of asking the 
federal government to allow Ceprate sales to continue under an obscure 
, law that essentially could repossess the patent 

Lawmakers including Sen. Alfonse D’ Amato, R-N.Y., and the American 
Cancer Society are lobbying Donna Shalala, the Health and Human 
Services secretary, to take that step. 

It's a case that illustrates how medicine is business — because lucrative 
patent laws, not some charitable instinct, provide the incentive to create 
treatments, explained Paul Root Wolpe of the University of 
Pennsylvania's Center for Bioethics. 

CellPro is "not the poor innocent company who got shafted,” he said. 
"Everybody in business knows you don't use a patented product without 
a license. As so often is the unfortunate result, the people who end up 
suffering are the patients.” 

At issue is purifying stem cells, the progenitors of blood and immune 
cells found in bone marrow and certain types of blood. 

Patients typically freeze bone marrow before high-dose chemotherapy, 
and then get back the thawed cells, but remaining traces of toxic 
preservatives can cause serious side effects. 

CellPro’s therapy uses a monoclonal antibody, a "cellular bloodhound” 
that latches onto the stem cells — the only cells the body really needs — 
and, with a magnetized machine, pulls the thimble-full of life-saving 
cells from a liter of marrow. The result is safer treatment. 

But Hopkins' Civin discovered the first stem cell antibody in 1981 , 
winning a patent to the entire class of cell hunters, including the one 
CellPro later used. Yet CellPro rejected as too expensive a Baxter offer 
for a patent sublicense in 1991, fighting the patent as too broad. 

Baxter counters that CellPro should have simply spent its estimated S10 
million in attorneys' fees on a patent license. 

CellPro President Rick Murdock argues the court action could end 
exciting Ceprate experiments. Emory's Holland, for example, is creating 
matching stem cells for leukemic children who can’t find a matching 
bone-marrow donor. 

And Murdock used Ceprate to purge from his own stem cells traces of 
cancel that had leaked into his bloodstream before his chemotherapy. He 
is in remission a year later. 

"We're going to prevail when it gets to the appeals court,” Murdock 
predicted. "But if they take us off the market in the meantime, we won't 
survive.” 



One Step 
Closer To 
New Odds 

Some breast cancer patients on Long Island may 
owe a debt to Carmen Imbo. 

Carmen Vella Imbo grew up both in Astoria, 
Queens, and, in the summertime, in her family's sum- 
mer cottage in Mastic Beach, where at 15 she met the 
boy next door, Ralph Imbo. Now, 28 years later, Car- 
men and Ralph and their two children. Alexandra, 14. 
and Jonathan, 12, live in Port JefTerson Station. Car- 
men’s mother. Anna Vella, lives in Bayside. Carmen’s 
sister, Mary Ann Becfahofer, lives in Shirley; and her 
mother-in-law, Connie, who will watch the Imbo chil- 
dren during Carmen’s stem cell, 
bone marrow transplant, still 
lives in Mastic Beach. 

Carmen Imbo was diagnosed 
with breast cancer three years 
ago, at the age of 40. 

“When I was 38,’’ she said, “I 
went for a screening mammo- 
gram. It was read aa negative, 
and I was told to come back in 
two years. Luckily, eight months 
later, I went to reach for a twen- £4 
ty-pound box of laundry deter- | nM 

gent in my garage, and it fell on ****"** 

me. I lost my grip, and the box 
hit me in the nght breast, causing an inflammation. 
When the inflammation didn't clear up, 1 went for a 
second mammogram, and they told me to see a surgeon 
immediately, because there was a problem. When the 



surgeon looked at that mammogram and compared it 
to the previous one, what he saw was on the previous 
one, too. It was just missed. I often think to myself that 
something or someone saved my life by pushing this 
soap onto me. I had a lumpectomy. I had chemotherapy 
and radiation. I had a 94 percent chance of beating it. 

“I was fine up until January of this year,” she said. 
"I found a tiny lump at the base of my neck, very 
tender to the touch. To make a long story short, they 
found that the cancer had metastasized. After that, l 
went to see my oncologist, who started me on chemo- 
therapy again in preparation for a stem cell trans- 
plant, which he said I should have. I happen to work 
for a doctor, and I happened to read an article about 
the purging of blood of tumorpelia through a machine 
developed by a company in Seattle and used at Johns 
Hopkins in Baltimore. 1 staked the head of the trans- 
plant team at Stony Brook about it. Dr. Jonathan 
Harrison, and he said he had asked about this ma- 
chine for Stony Brook, but that not enough studies 
had been done to prove that the machine increases 
yoctr oddt. Skjttn- Kettering damn 't even have it. But 
common sense said to me that in any case, you don’t 
go through all this just to put back into your system 
blood carrying tumor cells, not if you can avoid it.” 
Imbo felt so strongly about the technology — coin- 
cidentally widely publicized last month in news sto- 
ries about a David-Gobath battle between CellPro, 
the Seattle-based manufacturer of the blood filtration 
technology, and Baxter International, a giant phar- 
maceutical company that claims CellPro has in- 
fringed on one of its patents — that she seriously 
considered the consequences of going to Baltimore for 
her bone marrow transplant, “ft might mean selling 
our house, if my health insurance doesn’t cover it,” 
she said last week. “At the very least, it would mean 
being away from my entire family for the month that 
I would have to stay down there.” 

CellPro’a product, called an apheraais machine, fil- 
ters cancerous cells and specifically selects healthy. 
itwwinTm -H uilHrng rails from bone marrow extracted 
from a patient Only CellPro manufactures the ma- 
chine, but Baxter has claimed in court that the pro- 
cess includes technology on which Baxter holds a pat- 
ent However, Baxter does not have the technology in 
production and won’t for some time. Team leader 


Please see LOWE on Page A49 






Persistence of One 
May Help Many 
With Cancer 

LOWE from Page A8 


Harrison and Imbo's oncologist. Dr. Stanley Ostrow, 
agreed that Imbo’s “common sense” argument made, 
well, common sense, but both said that research has 
not proved the procedure of significant value. “The 
very fact that nobody in the Northeast is routinely 
using it tells you a lot,” said Harrison. “If its value 
was so clear-cut, believe me, a lot of people would be 
using it routinely. The issue here I think is that we’re 
dealing with modifications in technology which may 
or may not make a difference, when it’s the treatment 
— the transplant, itself — that is the key, not the 
possible modifications in the treatment, or the tech- 
niques, depending on the center you go to.” 

Understandably zealous, and‘ convinced that her- 
doctors privately agreed with her but had to use cau- 
tionary language publicly to spare University Medical 
Center at Stony Brook any implied criticism, Lmbo 
contacted breast cancer research advocate Lorraine 
Pace of West Islip, hoping she could start a founda- 
tion to donate the technology to the medical center in 
time for her own surgery about a month from now. 
Last week, during a breast cancer news conference at 
Stony Brook involving actor Alec Baldwin and his 
mother, Carol, a breast cancer survivor, Pace asked 
assembled hospital executives whether they would ac- 
cept the CellPro technology if a foundation suddenly 
raised the money to buy it. They said yes. 

On Friday, lmbo called CellPro to ask how much 
money she would have to raise, and could such a foun- 
■dation buy the machine*.CelIPro n^ver had received a 
call from a patient before, and said that because of 
their huge legal entanglements they now may be en- 
joined from selling it to anybody. (Four U.S. senators, 
including Alfonse D’Amato (R-N.Y.), and the presi- 
dent of the American Cancer Society recently peti- 
tioned Secretary of Health and Human Services Don- 
na Shalala to force Baxter to extend a license to 
CellPro in the public interest.) 

Anyway, one of CellPro’s marketing executives 
next spoke with company CEO Rick Murdock, who in 
world-class irony last year became the technology’s 
first, human test case, when stem cell purging by his 
own product evidently cleared his system of a rare 
form of advanced, mantle-cell lymphoma. 

On hearing Imbo’s story, Murdock told company 
officials to give Stony Brook the device. 




Varmus to Rule in Fight Over 
Cell-Sorting Technology 

Wh en a scrappy biotech company near Seattle called CellPro Inc. 
lost a patent fight to Johns Hopkins University in March, it lashed 
out with an emotional counterattack. Aided by a high-priced public- 
ity firm — Bunon-Marsteller of New York — it began spreading a heart- 
tugging tale of distress. Its message: A cell-sorting device made by 
CellPro, which had helped save the life of the company's own 
CEO. Rick Murdock, and could be used to help thousands of other 
cancer patients, is being suppressed by its competitors. Becton 
Dickinson and Co. and Baxter Healthcare Corp. The two compa- 
nies have licensed rights to the technology from Hopkins, which 
holds patents on the cell-sorting concept. To protect the public. 
CellPro argues, Secretary of Health and Human Services Donna 
Shalala should take control of the disputed patents and give 
CellPro a reduced-cost license to exploit them. 

Shalala received CellPro's formal appeal in May amid a well- 
orchestrated blast of publicity and a swarm of letters from Congress 

favoring CellPro (see side- 

1 bar. p. 1490). She promptly 
| handed it to Harold Varmus, 
| director of the National Insti- 
* tutes of Health (NIH). It 
landed on Varmus's lap be- 
cause NIH funded the basic 
science behind the device, 
which is used to collect stem 
cells from patients who are 
undergoing cell-killing can- 
cer therapy. The cells are 
saved and returned to the pa- 
tients to rebuild their blood 
and immune systems. 

CellPro is appealing to 
5halala under the Bayh-Dole 
Ulesavar? CellPro CEO Rick Act. a 1980 law designed to 

Murdock with disputed machine used encourage academic scientists 
in his own treatment. to patent and exploit their 

federally funded discoveries. 
The law says the government retains the right to march in and 
redistribute patents in rare circumstances — if the patent holder fails 
to develop an invention “within a reasonable time," or if the govern- 
ment must “alleviate health or safety needs which are not reasonably 
satisfied." No company has persuaded the government to do this before. 

A great deal rides on Varmus's review. At this writing, a Delaware 
court is weighing what penalty to impose on CellPro for infringing 
Hopkins's parents. And CellPro claims that if it is not rescued, the 
court may force it to stop distributing its device to new customers, 
denying patients lifesaving treatment. Hopkins and its partners are 
trying to persuade the court to adopt an order that would, among 
other things, require CellPro to share about 50% of sales revenue. 

Hopkins, arguing that no patients will be deprived of therapy.says 



the fight is really about property — whether 
one clever group of researchers can grab 
another's work. “It's scary." >avs Hopkins 
spokesperson Gary Stephenson, "to think 
that popular pressure might overturn our le- 
gal rights." Frank AJkinson. vice Jean of 
research at Hopkins’s medical school, savs 
that if the government marches in to break 
the patent agreements, biotech companies 
may be scared off from investing in university 
projects in the future. “What's at stake here is 
much broader than just Hopkins’s interests." 
says Adkinson. The CellPro appeal, he ar- 
gues, puts at risk “all inventions derived from 
government-sponsored research." 

The NlH-fimded research that spawned 
this brawl took place in the early 1 980s in the 
laboratory of Hopkins oncologist Cun Civin. 
No one disputes that Civin was the first to 
identify- a human antibody ( My- i 0 ) that binds 
to a surface protein on primitive cells in blixxJ 
and bone marrow (now called CD14 cells). 
Civin's discovery, published in 1984. sug- 
gested a way to isolate large quantities of 
elusive stem' cells, prised for their ability to 
generate all other types of blood cells and 
replenish the immune system. 

After publishing his findings, Civin anJ 
Hopkins sought broad patents on the My- 1 C 
antibody and methods of using ir to isolate 
precursor cells. They won four patents, issued 
from 1987 to 1992. AnJ Hopkins licensed 
the commercial rights to Becton Dickinson 
and Co. and. in subsidiary agreements, to 
Baxter and two other companies. 

Scientistsat the Fred Hutchinson Cancer 
Research Center in Seattle, meanwhile, be- 
gan to look for ways to exploit Civin's dis- 
covery- One group found an anrthodv. called 
12.8. that recognizes a different element, or 
epitope, of the same Mv- 10 antigen on CD 14 
cells. The new find proved very useful be- 
cause — unlike My- 10, which links only to 
human cells — 1 2.3 also links to baboon CD 14 
cells. This makes 12.8 valuable for animal 
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human drama dais spring to* fight over patent! on a blood-processing technique (s 
main text). In a 1 Mar report headlined. *CEO Ova HU Lite to His Company's 
Technology the Journal des cr ibed how Rick Murdock, dvc chief executive of CeUPro 
Inc., in Bothell, Washington, was threatened by a tare and usually fatal cancer (mantle 
cell lymphoma). Murdock volunteered to be a “guinea pig" in 1 996 foe treatment with 
CeUPto’s own machine. Physicians at the Fred Hutchinson Cancer Res e a r ch Center in 
Seattle used the device to concentrate stem ceils from Murdock’s blood and rebuild his 


Murdock improved. But the journal noted that Murdock's company might not 
survive b c c aua e it has been sued by Johns Hopkins University for infringing the 
university's patents, and might be bar re d from selling its b bod-proces sin g machin e 
Shortly afterward, similar reports appeared in Tone, Newsweek, and on the television 
show Pmne Tone Line. 

Almost at dye same tana, memlw of Congress began v^ iing a ppeals os their 
colleagues and to Donna Shalala. Secretary of the Department of Health and Human 
Services, urging HHS to pant CellPro a waiver from the \ 

Rick Whim (R-WA), 


lobbied Shalala oo help CeflPro *0o behalf of huntkeds of thoaaxvh of cucer patiaoea 
and their families." But two tnemhesacf Congrem, Senator Barbara MikuUd (D-MDl 



St eph enso n , crediting a “ phenomen a l job” by CeHPro’s publicity 
rk. Bunm-Mameiler. Even John Ceth. pmidmr of the Baxter 


agency in New York. Buraoo-Mauteiler. Even John Ceth. 
division that licensed the Hopkins patents, marvels that his advemry’s public relations 
has been “very, very good.” When CcUPro’s dir e c tor at cor p o r ate relations, Joann 
Reiter, was asked how teponus learned of Murdock’s cancer, she said: “We told them. 
We said, 'We think this would be a great srory; What do you dualcT ' 

Baxter, meanwhile, is taking a leaf out erf its competitor's notebook. It has retained 
the Madison Avenue firm of Manning Selvage St Lee cj flog its own t 
Shaiala should not intervene in 

dus patent fight. -tM. By He Own Device 

A btohadl lab hm to fwrfcct 4 tmda 
caoov just m tmnm to tmm * (ivin* CEO 

CEO Owes His Life to His Company's Techno 


ge-tna 

)ogy| 
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threw out the jury's verdict, saying he hat 


joined with others to form CellPro. In 1991. 
CellPro received advice from its attorneys 
that the company did not have to honor the 
Hopkins patents. CellPro has subsequently 
argued that Ci yin's discovery was too obvious 
to deserve a patent, and that, in any case, 
patents based on My- 10 do not cover a prod- 
uct based on Hutchinson’s 12.3 antibody. 

The Hopkins group didn’r see it that 
way, however. After several attempts to ne- 
gotiate shared tights to CD 34 technology 
failed. Hopkins. Baxter, and Bccton Dick- 
inson sued CellPro in 1994 for infringing 
the Civin patents. 

When CellPto's legal defenses were put to 
mat in Delaware's federal district court begin- 
ning tn 1 995 , the juty ruled in favor of CellPro 
on every point. However, after deliberating 
for nearly a year. Judge Roderick McKelvie 


made an error in instructing the jury. In 1996 
McKelvie otdered a new trial, asking the jup 
to determine one thing: Did CellPro act will 
fully in infringing the patents 'In March 1997 
the new jury tuied that CellPro had indees 
acted willfully. CellPro intends to appeal, bu 
it isn't just waiting for the court to act. 

Even before the verdict, CellPro begat 
marshaling its political and legal forces c< 
petition Shaiala and Varmus. To present it 
case, CellPro hired the co-author of the Bayh 
Dole Act. former Senator Birch Bayh ID-IN) 
and Washington, D.C. attorney and forme 
White House counsel Lbyd Cutler. In bnef 
recently submitted cn Shaiala and NIH, the- 
claim that Hopkins and its partners 'essen- 
tially sat on the sidelines” while CellPro de- 
veloped a workable CD34 cell processing de- 


vice. They note that CellPro submitted a pre- 
marketing application to FDA in 1993 and 
won approval in December 1996. Baxter, 
which obtained its license in 1990, submitted 
its FDA application in February 1997. It can- 
not be certain if, or when, its machine will be 
approved for sale. 

CellPto's lawyers pulled out all the stops in 
describing what may happen if the govern- 
ment does not intervene. “Thousands of vic- 
tims of the mast acute forms of metastatic 
breast cancer ... would be forced to undergo 
less optimal treatment with unnecessary suf- 
fering, and, in some eases, death,” they write. 
And they warn that children with leukemia 
‘will surely die” unless they are allowed to use 
CellPto's machine to purge aggressive T cells 
from imperfectly matched donor material. 

ing that Baxter’s cell-concentrating device 
works as well as, or better than. CellPto's and 
has been marketed in Europe since 1995. 
Baxter executive J ohn Osth claims that scores 
of his machines have already been approved 
for experimental use in U.S. clinics. 

Several bone marrow transplantation ex- 
perts who spoke to Science confirmed that 
both the Baxter and CellPro devices work 
well and are available in clinics. But Mal- 
colm Brenner of St. Jude Children’s Re- 
search Hospital in Memphis. Tennessee, says 
the main advantage of the CellPro machine 
is not its technical capabilities but the feet 
that the CellPro device has an FDA license. 
This means that any clinician can simply buy 
one and use it, while one must get Baxter’s 
permission and apply for an FDA experimen- 
tal-use permit to use the Baxter machine. “It 
certainly makes our life easier" if a machine is 
already approved, Brenner says. 

One remarkable element in this fight is 
that most of the clinics that are buying the 
CellPro machine aren't using it for the proce- 
dure for which it was approved: autologous 

is “not done much," says Brenner, who notes 
that the machines are being used primarily for 
stem-cell collection from peripheral blood for 
experimental therapies — “off-label uses” not 
approved by the FDA. Although such uses are 
legal, advertising them is not. Indeed. FDA 
reprimanded CellPro in January 1997 for 
sending out a “false and misleading" Christ- 
mas card that, in FDA’s view, promoted 
CellPto's device for use in parent- to-child pe- 

In serving as arbiter. NIH has set a goal of 
deciding within 60 days (possibly in early 
August) whether the evidence of a public 
health crisis is strong enough to warrant ac- 
tion. NIH may call for public hearing, pro- 
viding a basis for a final decision on whether 
or not the government should take control of 
the Hopkins patents. 

-Eliot Marshall 
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Hopkins and Baxter contend that 
they have no intention of stymie- 
ing research or denying treatment 
to anyone. The CeUPro device can 
be used until the Baxter machine 
receives hill approval, which could 
come by the end of the year, they 


facts) 

long-term investment in new med- 
ical technologies," they said In a 


CeUPro Is "scaring a lot of peo- 
ple.' says Dr. Curt I. CMn. the 
Hopkins scientist who made the 


At stake is access to a vast mar- 
ket— large enough that each side technology - 

_ says it has spent more than SSQ to cancer." 3 

arguing over the order to”b« issued ™UU°n developing its machine, 
in the patent case and preparing Murd 
an appeal Beyond that, it is tak- market i 


ing the highly unusual step of ask- 
ing the federal government to step 
in under a never-before-exercised 
provision of law and grant it a li- 
cense to keep marketing its ma- 
chine in the public interest. 

To get the government's atten- 
tion, CeUPro is mounting an un- 
abashed lobbying and public rela- 
tions campaign. "Political 
pressure certainly plays a part 
here." says Richard Murdock, 
CellPro's chief executive offleer. 
"That's a lot of the reason we’ve 
been trying to tell everybody the 
story — because of the importance 
of this Issue." 

Murdock himself has a compel- 
ling story to teU. A year ago. he de- 
veloped man tie-cell lymphoma — 
a rare form of cancer. His doctors 
told him that there was no treat- 
ment. that he had less than three 
years to live. His own lab staff 
worked day and night on "the Rick 
Project." scrambling to And a way 
to use CellPro's machine in a way 
it hadn't been used before, to 
purge cancer cells. It worked: he Is 
eonoer tree. 

Over the past tew weeks, the 
tale has been covered In the Wall 
Stmt Journal ("CEO Owes Life to 
His Company's Technology"). 
Time ("A biotech lab races to per- 
fect a new treatment for cancer 
Just in time to save Its dying 
CEO"), yercsueek ("Lives may be 
at stake in this biotech battle"), 
and the television show "Prime 
Time Live." 

In a memo to Hopkins trustees. 
Dr. William R. Brody, president, 
and Dr. Edward D. Miller Jr., dean 
of the medical school, wrote: 
"What CeUPro could not win in 
court, it has sought to win in a 
pubUc relations campaign." 


nology can also be applied to auto- 



John A. Osth, president of Bax- 
ter's Immunotherapy division, 
says that the market win be "over 


taking a 
says Dr. Barry Meisenberg, deputy 
director of the Greenebaum Can- 
Center at the University of 


number at that point." 

Hope in an antibody 


— have a 
chemical called CD3e on their sur- 
face. Ha developed a protein, an 
antibody, that would bind with 


stem cells." Clvln says. "And we 
can turn that Sag into a hook." 
Doctors use such a "hook" to 
l ceils for transplants 



tea and negotiated a license agree- 
ment with Beeton. Dickinson h 
attle, sued Baxter and Beeton In 
federal court in Washington state 
in 1982. seeking to have the pat- 
ents declared invalid. "We tried to 
keep Hopkins out of it." 


dangers: a potentially fatal rejec- 
tion if a donor's blood or marrow 
containing mature immune sys- 


research falls to develop an inven- 
tion quickly enough. CeUPro Initi- 
ated the march-in argument with 
mu because th 
arants tn Ovin 




article continues on next page 
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Separating good cells from bad 

The probiem: 

Cancer patients are often treated with radiation or chemotherapy 
to knock out the cancer. The treatment can also weaken the immune 
system, which defends the body against diseases, making the patient 
vulnerable to infections and other disorders. Doctors often remove 
some blood or bone marrow before the cancer treatment, then put it 
back in the patient's body to restart the immune system. The blood 
or marrow, however, may contain cancer cells. In addition, blood or 
marrow from a donor contains immune system cells that may start 
to fight the body of the recipient. 

Thesotodoo: 

Dr. Curt I. Civin. a Johns Hopkins oncologist, developed a method 
for isolating rare stem cells - immature cells that can grow into 
healthy blood or immune system cells - for transplant. Below are 
simplified diagrams showing Baxter Healthcare technology as well as 
the technology employed in CellPro's machine. 



Baxter’s technology 

a An antibody designed by , 
Civin and containing a tiny 1 
magnetic bead - less than one- 
twentieth the width of a human 
hair - binds to a chemical on the 
surface of the stem cells. That 
chemical, called CD34, is not 
present in most mature cells or 
cancer cells. 



B The stem cells, with the-i^ 
beads attached, are v 
mlly. . 

/% 


removed magnetically. 



CellPro's technology 


body to bind to the CD34 
on stem ceils and attaches 
instead of a magnetic bead, a 
B vitamin. 

COM antibody with a 
B vitamin. 


is then run 
through a column 
lined with beads 
coated with a 
protein from egg 
whites. The B- 
vitamin on the 
stem cells sticks 
to the egg prot- 
ein while the un- 
wanted cells are 
discarded into a 
bag. The remain- 
ing stem cells are 
then collected 
into another bag. 






Bad blood over patent 


A small US biotechnol- 
ogy company is fight- 
ing to keep 
treatment on the market as 
it opposes a large medical 
equipment company and a 
prominent university over a 


The skirmish pits CellPro, 
based in Bothell, Washing- 
ton against Johns Hopkins 
University and Baxter Inter- 
national. The dispute con- 
cerns e CellPro treatment, 
based on research carried 
out at the Fred Hutchinson 
Cancer Center in Seattle, 
which allegedly Infringes a 
patent held by Johns Hop- 
kins University. 

CellPro’s treatment, 
Ceprate. is used in bone mar- 
row transplants connected 
with cancer treatment It col- 
lects healthy stem calls, the 
progenitors of blood and 
Immune ceils. The cells are 
reintroduced to patients 
after their chemotherapy. 

More than 5,000 patients 
have received Ceprate, 
including children with 
intractable leukaemia - with 


Richard Murdock. CellP- 
ro'e chief executive, said the 


the market under the Bayb- 
Doie Act. which allows the 
government to 
patent to addraaa a 
health need. The company 


lean Cancer Society and 
congreesmen. who have 
asked the government to 


CellPro portrays itself as 
an advocate far desperately 
ill cancer patients and the 
target of a ploy by Baxter to 
remove the only competitor 
to its own stem call system, 
called lsolex. Baxter and 
Johns Hopkins say CellPro is 
unnecessarily searing 
patients by saying a court 
order will shut down its clin- 
ical trials and drive it out of 


to pay a reasonable 
royalty to avoid litigation,’ 
Baxter kept an changing 

Baxter said CeilPro refused 
to accept a licence on three 
occasions on the same terms 
accepted by two other bio- 
technology companies. “If 
we wars trying to dear the 
market of competitors, we 
certainly would not have 
licensed out the technology.* 
said Baxter. 

In March a federal judge 
ruled that CellPro wilfully 
infringed the Hopkina 
patent. An injunction may 
follow within the month. In 
the meantime, Baxter end 
Johns Hopkins have asked 
the federal court to permit 
CellPro to continue felling 
its device until an alterna- 
tive is approved, end com- 
plete all its government-ap- 
proved clinical trials. They 
want CellPro to pay them 
about *2400 for each Ceprate 
system it sella. 

Murdock said these condi- 
tions would put CellPro out 
of business. *We certainly 
will file an appeal. There la a 
lot to do here to save this 
company." 

win approval for M&ljOfie Shfififif 


Patent lawyer Cal Griffith, 
of Jones. Day Reavis A 
Pogue, baaed in Cleveland, 
thinks CellPro has a chance. 
"The petition with the gov- 
ernment is a nice first step. 
It raises the profile and pub- 
licity of this case, and puts 
the most pressure on." he 
said. 

At issue are the special 
antibodies used to ferret out 
stem ceils. A Johns Hopkins 


isolate end purify the ceils 
and Hopkins received 
patents on the technology. 
Hopkins gave an exclusive 
licence to Becton Dickinson, 
which sublicensed Baxter. 

Ceprate was approved in 
Europe in July 1M6, six 
months after Baxter's leoiex 
came on the market. In the 
US Ceprate received govern- 
ment marketing approval 
last December, and Baxter 
expects 
lsolex by the essd of the year. 



